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DETAILED ACTION 



Claims 1-61 are pending in the application 



Election/Restrictions 



II. 



III. 



IV. 



;tion to one of the following inventions is required under 35 U.S.C. 121 : 
Claims 8, 10-15, 33 and 40-52, drawn to a non-human metazoan organism 
comprising a fusion protein comprising a recombinase and a portion of human 
nuclear estrogen receptor inserted into one or more chromosomes of the genome, 
classified in class 800, subclass 18. 

Claims 9, 16 and 17, drawn to a non-human metazoan organism comprising a 
fusion protein comprising a recombinase and a portion of human nuclear estrogen 
receptor integrated into an extrachromosomal expression vector, classified in class 
800, subclass 8. 

Claim 25, drawn to a method of preparing a metazoan organism comprising a 
fusion protein comprising a recombinase and a portion of human nuclear estrogen 
receptor inserted into one or more chromosomes of the genome by introducing the 
protein into embryonic stem cells, classified in class 800, subclass 25. 
Claim 26, drawn to a method of preparing a metazoan organism comprising a 
fusion protein comprising a recombinase and a portion of human nuclear estrogen 
receptor inserted into one or more chromosomes of the genome by introducing the 
protein into somatic cells, classified in class 800, subclass 21. 
Claim 27, drawn to a method of preparing a metazoan organism comprising a 
fusion protein comprising a recombinase and a portion of human nuclear estrogen 
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receptor inserted into one or more chromosomes of the genome by introducing the 
protein into the embryo, classified in class 800, subclass 25. 

VI. Claim 28, drawn to a method of preparing a metazoan organism comprising a 
fusion protein comprising a recombinase and a portion of human nuclear estrogen 
receptor inserted into one or more chromosomes of the genome by nuclear 
transfer of a somatic cell comprising said protein, classified in class, subclass 

VII. Claims 29, 30, 32 and 36, drawn to a method of conditional recombination by 
ligand activation, classified in class 800, subclass 24. 

VIII. Claim 3 1 , a method of making a metazoan organism comprising a fusion protein 
comprising a recombinase and a portion of human nuclear estrogen receptor 
inserted into one or more chromosomes of the genome by mating and ligand 
activation, classified in class 800, subclass 22. 

IX. Claim 35 and 57, drawn to a method of analyzing the biological function of a 
DNA by using a metazoan organism comprising a fusion protein comprising a 
recombinase and a portion of human nuclear estrogen receptor inserted into one or 
more chromosomes of the genome, classified in class 800, subclass 3. 

X. Claim 35, drawn to a method of analyzing the biological function of a DNA by 
using a cell derived from a metazoan organism comprising a fusion protein 
comprising a recombinase and a portion of human nuclear estrogen receptor 
inserted into one or more chromosomes of the genome, classified in class 435, 
subclass 325. 
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XI. Claim 37, drawn to a method of screening compounds capable of being used 
medicament that alters the expression of said DNA sequence, classified in class 
536, subclass 24.5. 

XII. Claim 37, drawn to a method of screening compounds capable of being used as a 
medicament that alters the function of said DNA sequence, classified in class 530 
subclass 351. 

XIII. Claim 38, drawn to use of a metazoan organism comprising a fusion protein 
comprising a recombinase and a portion of human nuclear estrogen receptor 
inserted into one or more chromosomes of the genome for carrying out a 
spatiotemporally controlled site-specific recombination of DNA in its natural 
chromatin enviroment, unclassifiable. 

XIV. Claims 3 8 and 3 9, drawn to use of a cell derived from a metazoan organism 
comprising a fusion protein comprising a recombinase and a portion of human 
nuclear estrogen receptor inserted into one or more chromosomes of the genome 
for carrying out a spatiotemporally controlled site-specific recombination of DNA 
in its natural chromatin environment, classified in class 435, subclass 354. 

XV. Claims 53 and 58, drawn to a method of screening medicaments for the 
preventive and/or curative treatment of alopecia and/or hyperporliferation of the 
keratinocytes and/or of inflammatory reactions of the skin by using a transgenic 
mouse, classified in class 800, subclass 3. 
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XVI. 



Claims 54 and 59, drawn to a method of screening compounds for promoting 



hepatic regeneration by using a transgenic mouse, classified in class 800, subclass 
3. 

XVII. Claims 55 and 60, drawn to a method of screening compounds for 
treating/preventing obesity and/or diabetes by using a transgenic mouse, classified 
in class 800, subclass 3. 

XVIII. Claims 56 and 61, drawn to a method of screening compounds for 
treating/preventing skin cancer by using a transgenic mouse, classified in class 
800, subclass 3. 

Claims 1-7, 18 and 20 embrace the inventions of Groups I and II, and will be examined in 
so far as it reads on the elected subject matter. 

The inventions are distinct, each from the other for following reasons. 

The inventions of Groups I and II are patentably distinct because the inventions are 
drawn to materially distinct compositions. Inventions are unrelated if it can be shown that they 
are not disclosed as capable of use together and they have different modes of operation, different 
functions, or different effects (MPEP § 806.04, MPEP § 808.01). In the instant case the different 
inventions have different modes of operation, different function, and different effects. The 
products of Groups I and II have different chemical structures, are made by different methods, 
and can be used in different methods which require different technical considerations and 
materially different reagents. Therefore, the inventions of Groups I and II are patentably distinct. 

The inventions of Groups III-XVIII are patentably distinct from each other because the 
inventions are drawn to methods that require different starting material and modes of operation. 



• # 
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Each method involves different steps, and constitutes patentably distinct invention, each with a 
distinct purpose and further comprising distinct methodologies and using different products. 
Therefore, the inventions of Groups III-XVIII are patentably distinct. 

The inventions of Groups I, II and Groups III-XVIII are patentably distinct from each 
other because they are drawn to inventions that are not directly related. Inventions I and III- VI 
and VIII are related as process of making and product made. The inventions are distinct if either 
or both of the following can be shown: (1) that the process as claimed can be used to make other 
and materially different product or (2) that the product as claimed can be made by another and 
materially different process (MPEP § 806.05(f)). In the instant case, the transgenic metazoan 
organism of Group I can be made by different process as recited in the methods of Groups III- VI 
and VTTI Therefore, the inventions of Group I and III- VI, and VIII are patentably distinct. 
Inventions I and VII, IX, XI-XIII, XV-XVHI are related as product and process of using. The 
inventions can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be practiced with another materially different 
product or (2) the product as claimed can be used in a materially different process of using that 
product (MPEP § 806.05(h)). In the instant case, the transgenic metazoan organism of Group I 
can be used in different process as recited in methods of Groups VII, IX, XI-XIII, XV-XVIII. 
Therefore, the inventions of Groups I and VII, IX, XI-XIII, XV-XVIII are patentably distinct. 
The inventions of Groups I is not required in the method of Groups X and XIV, and the 
inventions of Group II is not required in the method of Groups III-XVIII. Therefore, the 
inventions of Groups I, II and Groups III-XVIII are patentably distinct from each other. 
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Because these inventions are distinct for the reasons given above and have acquired a 
separate status in the art because of their recognized divergent subject matter, restriction for 
examination purposes as indicated is proper. A search of the subject matter of one invention 
would not be co-extensive with a search of the other invention, and therefore the search would be 
burdensome. Each invention is capable of supporting a separate patent. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Celine X Qian whose telephone number is 703-306-0283. The 
examiner can normally be reached on 9.00-5:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Dr. Remy Yucel can be reached on 703-305-1998. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-305-3014 for regular 
communications and 703-305-3014 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 



Celine Qian, Ph.D. 
August 27, 2002 



TERRY MCKELVEY 
PRIMARY EXAMINER 



